AD

Award Number: W81 XWH-07-2-0006

TITLE: Online Early Resilience Intervention for Combat-Related PTSD in Military
Primary Healthcare Settings: A Randomized Trial of “DESTRESS-PC”

PRINCIPAL INVESTIGATOR: Charles Engel

CONTRACTING ORGANIZATION: Henry M. Jackson Foundation
Rockville, MD 20852

REPORT DATE: August 2008

TYPE OF REPORT: Annual

PREPARED FOR: U.S. Army Medical Research and Materiel Command
Fort Detrick, Maryland 21702-5012

DISTRIBUTION STATEMENT: Approved for Public Release;
Distribution Unlimited

The views, opinions and/or findings contained in this report are those of the author(s) and
should not be construed as an official Department of the Army position, policy or decision
unless so designated by other documentation.



REPORT DOCUMENTATION PAGE O e ot o458

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the
data needed, and completing and reviewing this collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing
this burden to Department of Defense, Washington Headquarters Services, Directorate for Information Operations and Reports (0704-0188), 1215 Jefferson Davis Highway, Suite 1204, Arlington, VA 22202-
4302. Respondents should be aware that notwithstanding any other provision of law, no person shall be subject to any penalty for failing to comply with a collection of information if it does not display a currently
valid OMB control number. PLEASE DO NOT RETURN YOUR FORM TO THE ABOVE ADDRESS.

1. REPORT DATE 2. REPORT TYPE 3. DATES COVERED
01-08-2008 Annual 2 JUL 2007 - 1 JUL 2008
4. TITLE AND SUBTITLE 5a. CONTRACT NUMBER
Online Early Resilience Intervention for Combat-Related PTSD in Military Primary Sb. GRANT NUMBER
Healthcare Settings: A Randomized Trial of “DESTRESS-PC” W81XWH-07-2-0006

5¢c. PROGRAM ELEMENT NUMBER

6. AUTHOR(S) 5d. PROJECT NUMBER
Charles Engel

5e. TASK NUMBER

5f. WORK UNIT NUMBER
Email: cengel@usuhs.mil

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES) 8. PERFORMING ORGANIZATION REPORT
NUMBER

Henry M. Jackson Foundation
Rockville, MD 20852

9. SPONSORING / MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSOR/MONITOR’S ACRONYM(S)
U.S. Army Medical Research and Materiel Command
Fort Detrick, Maryland 21702-5012

11. SPONSOR/MONITOR’S REPORT
NUMBER(S)

12. DISTRIBUTION / AVAILABILITY STATEMENT
Approved for Public Release; Distribution Unlimited

13. SUPPLEMENTARY NOTES

14. ABSTRACT

The broad objective of this research is to improve primary care mental health services for
military personnel and veterans with post-traumatic stress disorder (PTSD) related to war-
zone trauma. We hypothesize that a brief Internet-based online self-management tool for PTSD,
DESTRESS-PC, based on empirically valid cognitive-behavioral therapy (CBT) strategies, will
improve PTSD symptoms, related functional status, and attitudes regarding mental health
treatment among veterans and military personnel with PTSD who are seeking primary health care
after service in Operation Iragli Freedom or Enduring Freedom (OIF/QEF).

The last year has been spent preparing budgetary and contracting documents, getting IRB
approval, and gearing up to beygin recruitment. We now have full study approval from all
necessary regulatory bodies and participant recruitment is underway.

15. SUBJECT TERMS

None.
16. SECURITY CLASSIFICATION OF: 17. LIMITATION 18. NUMBER 19a. NAME OF RESPONSIBLE PERSON
OF ABSTRACT OF PAGES USAMRMC
a. REPORT b. ABSTRACT c. THIS PAGE 19b. TELEPHONE NUMBER (inciude area
U U U uu 5 code)

Standard Form 298 (Rev. 8-98)
Prescribed by ANSI Std. Z39.18




Page

[0} oY 11 T2 £ ' o T 1

B O e e 1ol eIt e el i Sl s il He e e e A e Al S el s S Sl s S S LS SO EE e se s e e 1
Key Research Accomplishments.............cocoiiiiiiiiiiiiiicenn e e 1-2
Reportable OUtCOMES.....ccciiiiiiiiiiiiiiiiiiciiiii e e a s e e ns 2
(o] 1 [TE-1 {o {0 Joone e nrano0 00000000000 0000000000 OaE COO 000000 OO0t CEOOA B O AE e B RETEE 2

8 = (=] = 1 T T 2
T = Yo o S SO 2

Table of Contents



INTRODUCTION:

This randomized controlled trial will compare a cognitive-behavioral online self-management
intervention (DESTRESS-PC) designed for primary care-delivered treatment of war-related PTSD to a
control intervention, “optimized usual primary care PTSD treatment”. Optimized usual primary care will
consist of PTSD diagnosis and referral back to the soldier’s primary care provider (PCP) followed by
usual PCP guided treatment. Participants in both conditions will have scheduled check-ins with a study
nurse to monitor their progress. The long term objective of the proposed research is to: 1) improve the
readiness and resilience of military personnel who have symptoms from recent combat-related stressors;
and 2) empower military primary care providers to assist personnel with PTSD symptoms following
combat operations.

We expect that DESTRESS-PC will significantly decrease anxiety, depression, and physical
symptoms, and improve overall health and occupational functioning relative to the optimized primary
care condition. If this research project is successful, a provider-efficient model of care could be instituted
in all DoD and VA primary care settings. By increasing the presence of available and effective PTSD
treatment delivered in a primary care clinic with online psycho-education and therapeutic interventions,
fewer military personnel will develop chronic PTSD. This is expected to improve the overall health of
our patients and increase the military readiness of our service men and women.

BODY:

The main accomplishments of the last year as they pertain to the Statement of Work have been in the
“Regulatory review process” and “Hire nurse managers and train nurse managers and clinic staff”
categories; we have just begun to accomplish tasks from the third category “Conduct study”. The dual
funding from DoD and NIMH led to some delays in the regulatory approval process. The process was set
back in order for the study methodology to be expanded and improved to encompass both sets of funding
and also for the respective budgets and SOWs to be revised to ensure that no funds were overlapping for
the tasks to be performed on the study. The dual funding and multi-site nature of the study also caused a
delay in the approval of two Cooperative Research and Development Agreements (CRADASs) for the
study, which are now in place.

In terms of tasks laid out in the Statement of Work, we have prepared a study protocol and consent form,
which was submitted, along with a set of appendices containing the complete study measures, to the four
site [IRBs for approval. Study approval was granted by the last of the four site IRBs in February of 2008.
USAMRMC issued final IRB approval in June 2008, following requested changes to the Boston and
Charleston protocols and consents, which were submitted at the two site IRBs and approved. Two
DESTRESS Nurses have been hired for the Savannah VA clinic (part of the Charleston VA site) and for
the Womack Army Medical Center (WAMC) site. The Savannah nurse has completed 15 hours of
DESTRESS website, nurse manual, and clinical assessment training, and has been credentialed at the
Charleston VA to perform the duties of the study. The WAMC nurse is scheduled to begin work during
the first week of August, and will complete the same training later in August. The study Principal
Investigator, COL Charles Engel, the Site Principal Investigator, Dr. Kathy Magruder, and the site
coordinator, Derik Yeager administered a PTSD training and study orientation for the Savannah VA
clinic, and are scheduled to conduct a similar training at the WAMC clinics (Robinson and Family
Medicine) the first week of September. All the necessary materials (study assessment packets,
randomization scheme, etc.) are in order to allow the nurses to enroll participants. The Savannah nurse
has begun recruitment and has conducted consent and eligibility screening with one person, who was
deemed ineligible. She has a second person scheduled for a screening appointment. We expect that the
first study participant will be enrolled and randomized within the next one to two weeks.

KEY RESEARCH ACCOMPLISHMENTS:
¢ Budgets and Statements of Work reconciled for dual funding mechanisms.
s Protocol, consent form, and HIPAA prepared and submitted to regulatory agencies for approval.
s Nurse manual and DESTRESS website prepared and finalized for use.



¢ Subcontracts were created for the Charleston VA and Boston VA sites.

o IRB approval issued at 4 study sites (Charleston VA, Boston VA, WRAMC, and WAMC), as
well as secondary IRBs (the U.S. Army Clinical Investigation Regulatory Office (CIRO), the
Uniformed Services University of the Health Sciences (USUHS), and USAMRMC’s Human
Research Protection Office (HRPO)).

e Two CRDAs (between CIRO, Walter Reed Army Medical Center (WRAMC), and the Henry M.
Jackson Foundation for the Advancement of Military Medicine (HJF) were prepared and ratified

e Office space, equipment, and supplies were procured for one of the two Charleston VA sites and

the WAMC site.

e Study materials, including packets for determining eligibility, baseline, and follow-up, were
assembled.

e Two DESTRESS Nurses were hired for the Savannah clinic at the Charleston VA site and the
WAMC site,

e The nurse hired for the Savannah site completed 15 hours of training on the web-based
intervention, the nurse manual, and use of the PTSD assessment tools.

e Members of the study team administered a PTSD training and study orientation at the Savannah
VA clinic and are scheduled to conduct the training at the WAMC clinics next month.
Recruitment began at the Savannah VA clinic in early July.

One person has completed consent and eligibility screening; a second person is scheduled for a
consent/eligibility appointment next week.

REPORTABLE OUTCOMES:
Since participant enrollment has not yet begun, there are no outcomes to report.

CONCLUSION:
Since participant enrollment has not yet begun, there are no results or conclusions to report.
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